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GE Healthcare

5 10(k) Premarket Notification Submission
Vivid S5/S6 Ultrasound System April 5, 2012

510(k) Summary

In accordance with 21 CFR 807.92 the following summary of information is provided:

Date: 5 April 2012

Submitter: GE Healthcare AUG 2 1 2012
9900 Innovation Dr
Wauwatosa, WI 53226

Primary Contact Person: Bryan Behn.

Regulatory Affairs Manager
GE Healthcare, [GE Medical Systems Ultrasound and Primary Care
Diagnostics, LLC]
T:(414)72 1-4214
F:(414)918-8275

Secondary Contact Person: Carmel Lehrer
Regulatory Affairs Specialist
GE Medical Systems Israel Ltd.
T:+972-4-84 19-534
F:+972-4-84 19-500

Device: Trade Name:~ Vivid S5 and Vivid S6 Diagnostic Ultrasound System

Common/Usual Name: Vivid S5, Vivid S6

Classification Names: Class 11

Product Code: Ultrasonic Pulsed Doppler Imaging System, 21 CFR 892.1550, 90-IYN
Ultrasonic Pulsed Echo Imaging System, 21 CFR 892.1560, 90-IYO

Predicate Device(s): Vivid S5 and Vivid S6 Diagnostic Ultrasound Systems, K(102393.
Vivid E9 Diagnostic Ultrasound System, K101 149.

Device Description: The Vivid S5 and Vivid S6 are mobile ultrasound consoles having a
wide assortment of electronic array transducers intended primarily for
echocardiography with additional capability in vascular and general
ultrasound imaging. Its intuitive user interface, high level of auto-
optimization along with significantly reduced size and weight make
it readily maneuverable, efficient and easy to use.

Intended Use: The device is intended for use by a qualified physician for ultrasound
evaluation of Fetal/Obstetrics; Abdominal/Gynecology; Pediatric;
Small Organ (breast, testes, thyroid); Neonatal Cephalic; Adult
Cephalic; Cardiac (adult and pediatric); Peripheral Vascular;
Musculo-skeletal Conventional and Superficial; Urology (including
prostate); Transesophageal; Transrectal; Transvaginal; and
lntraoperative (abdominal, thoracic, and vascular).
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GE Healthcare
5 10(k) Premairket Notification Submission
Vivid S5/S6 Ultrasound System April 5, 2012

Technology: The modified Vivid 55/S6 employs the same fundamental scientific
technology as its predicate devices.

Determination of Summary of Non-Clinical Tests:
Substantial Equivalence: The device has been evaluated tot acoustic output, biocompatibility,

cleaning and disinfection effectiveness as well as thermal, electrical,
electromagnetic, and mechanical safety, and has been found to
conform with applicable medical device safety standards. The
modified Vivid 55/56 and its applications comply with voluntary
standards as detailed in Sectibn 9, 11 and 17 of this premarket
submission. The following quality assurance measures were applied
to the development of the system:

* Risk Analysis
* Requirements Reviews
* Design Reviews
* Testing on unit level (Module verification)

* Integration testing (System verification)
* Final Acceptance Testing (Validation)
* Performance testing (Verification)
* Safety testing (Verification)

Transducer materials and other patient contact materials are
biocompatible.

Summary of Clinical Tests:

The subject of this premrarket submission, the modified Vivid S5/56,
did not require clinical studies to support substantial equivalence.

Conclusion: GE H-ealthcare considers the modified Vivid S5/S6 to be as safe, and
effective as the predicate device(s). The performance of the
modified Vivid 55/56 is substantially equivalent to the predicate
device(s).
Intended uses and other key features are consistent with traditional
clinical practice, FDA guidelines, and established methods of
patient examination. The design and development process of the
manufacturer conforms with 21 CFR 820, and ISO 13485 quality
systems. The device conforms to applicable medical device safety
standards and compliance is verified through independent
evaluation with ongoing factory surveillance. Diagnostic ultrasound
has accumulated a long history of safe and effective performance.
Therefore, it is the opinion ofO GE Healthcare that the Vivid S5/S6
Diagnostic Ultrasound is substantially equivalent with respect to
safety and effectiveness to devices currently cleared for market.
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A DEPARTMENT OF HEALTH & HUMAN SERVICES Food and Drug Administration

10903 New Hampshire Avenue
Silver Spring, MD 20993

AUG 2 1 2012.

GE Medical Systems Israel Ltd.
% Mr. Bryan Behn
Regulatory Affairs Manager
GE Healthcare
9900 Innovation Drive
WAUWATOSA WI 53226

Re: K 121063
Trade/Device Name: Vivid 55/S6
Regulation Number: 21 CFR 892.1550
Regulation Name: Ultrasonic pulsed doppler imaging system
Regulatory Class: 11
Product Code: JYN, IYG, ITX, and LLZ
Dated: August 10, 2012
Received: August 13, 2012

Dear Mr. Behn:

We have reviewed your Section 5 10(k) premarket notification of intent to market the device
referenced above and we have determined the device is substantially equivalent (for the
indications for use stated in the enclosure) to legally marketed predicate devices marketed in
interstate commerce prior to May 28, 1976, the enactment date of the Medical Device
Amendments, or to devices that have been reclassified in accordance with the provisions of the
Federal Food, Drug, and Cosmetic Act (Act). You may, therefore, market the device, subject to
the general controls provisions of the Act. The general controls provisions of the Act include
requirements for annual registration, listing of devices, good manufacturing practice, labeling,
and prohibitions against misbranding and adulteration.

This determination of substantial equivalence applies to the following transducers intended for
use with the Vivid S5/S6, as described in your premarket notification:

Transducer Mode! Number

3S-RS 1OS-RS E8C-RS 6Tc/6Tc-RS
35c-RS 12S-RS 8L-RS 6T/6T-RS
5S-RS M4S-RS 9L-RS 9T/9T-RS
6S-RS 4C-RS 12L-RS P2D)
7S-RS 8C-RS il2L-RS P6D



If your device is classified (see above) into either class II (Special Controls) or class III (PMA), it
may be subject to such additional controls. Existing major regulations affecting your device can
be found in the Code of Federal Regulations, Title 21, Parts 800 to 895. In addition, FDA may
publish fuirther announcements concerning your device in the Federal Register.
Please be advised that FDA's issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act's requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 801); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000- 1050.

This letter will allow you to begin marketing your device as described in your premarket
notification. The FDA finding of substantial equivalence of your device to a legally marketed
predicate device results in a classification for your device and thus permits your device to
proceed to market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
go to http://www.fda.gov/AboutFDA/CentersOffices/CDRH-/CDRHOffices/ucm 15809.htm for
the Ceniter for Devices and Radiological Health's (CDRH's) Office of Compliance. Also, please
note the regulation entitled, "Misbranding by reference to premarket notification" (2 1 CFR Part
807.97). For questions regarding the reporting of adverse events under the MiDR regulation (21
CFR Part 803), please go to
http://www.fda.gov/MedicalDevices/SafetvyReportaProblemdefault.htm for the CDRH' s Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

If you have anyi questions regarding the content of this letter, please contact Jeffrey Ballyns at
(301) 796-6105.

Sincerely Yours,

Janine M. Morris
Acting Director
Division of Radiological Devices
Office of In Vitro Diagnostic Device

Evaluation and Safety
Center for Devices and Radiological Health

Enclosure(s)



GE Healthcare
5 10(k) Premarket Notification Submission
Vivid S5/S6 Ultrasound System April 5, 2Q12

5 1 0(k) Number (if known) :

Device Name: Vivid S5/S6

Indications for Use:

The current modifications do not change the indications for use. As previously reported and cleared,
the Vivid S5/S6 ultrasound systems are intended for use by, or under the direction of, a qualified

physician for ultrasound imaging and analysis in Fetal/Obstetrics; Abdominal/GYN; Pediatric; Small

Organ (breast, testes, thyroid); Neonatal Cephalic; Adult Cephalic; Cardiac (adult and pediatric);

Peripheral Vascular; Musculo-skeletal Conventional and Superficial; Urology (including prostate);

Transesophageal; Transtectal; Transvaginal; and lntraoperative (abdominal, thoracic, and vascular).

Prescription Use -X__ AND/OR Over-The-Counter Use___
(Part 21 CFR 801 Subpart 0) (Part 21 CFR 801 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVD)

(bi~fin Sgn-Off)
Division of Radiological Devices
Office of In Vitro Diagnostic Device Evaluation and Safety

510(k) Number ii0Y
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GE Healthcare
5 10(k) Premarket Notification Submission
Vivid S5/S6 Ultrasound System April 5, 2012

Indications for Use Forms

The following forms represent indications with clinical applications and exam types along with the
modes of operation for the Vivid S5/S6 system and for all of its probe/mode combinations.
Combinations identified by "P" represent those previously FDA cleared. In a similar manner "N"
represents a new mode or application being added as new to the system or a transducer in this
submission. In a similar manner, "E" represents combinations added to the unmodified device via
Guidance Appendix E. This modification did not alter the previously cleared system level indications,
clinical applications or modes of operation.

Indications for Use tables' headings, legends and footers taken from all previous submissions, are
aligned to the same unified format.

Pencil probes

PW mode of operation, which was previously included in error for the Pencil probes; P20 and P60,
has been removed from their Indications for Use forms.

12S-RS

The 12S-RS is identical to the 12S-0 previously cleared on the Vivid E9 K 10 1149 with a change to
the -RS laptop/small console connector instead of the -D large console connector. Clinical applications
and modes of operation are as in l2S-D. Additional Abdominal and Peripheral Vascular applications
are added to 12S-RS based on clearance of these applications on other transducers (I OS-RS and
7S-RS) previously cleared on Vivid S5/S6 (K071985, K092079) and Vivid i/q (K082374).

Transducers added via Appendix E: 3Sc-RS

One transducer has been added via Appendix E of the Ultrasound Guidance since the previous
clearance. Transducer 3Sc-RS, which is similar to the previously cleared 3S-RS with a few minor
improvements.

Conifidentialanti,iilegcd This documrent contains confidential and privilged made sects atid other infoennatios of General Elsectric Co. and as sach mtay, not be disclosed
to otherson no eployed by Genrald Electric Co. All ighdts reserve&
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GE Healthcare
~5 51 0(k) Premarket Notification Submission

Vivid S51S6 Ultrasound System April 5, 2Q12

Diagnostic Ultrasound Indications for Use Form

GE Vivid 5156 Diagnostic Ultrasound System

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation

Clinical Application M P CW Color CalorM Power Combined Harmonic Coded

Anatomy/Region of Interest B MDopplerl Doppler Doppler Doppler Doppler Modes* Imaging Pulse* Other

OphthalmicI

Fetal/Obstetrics P P, P P P P P P P p

AbdominalM1  
. P P P P P P P P P

Pediatric P P P P P P P P P P

Small Organ (specify) 21  P P P. P P P P P P

Neonatal Cephalic P P P P P P P P P P

Adult Cephalic P P P P P P P P. P P

CardiaC[3l P P P P P P P P P P

Peripheral Vascular P P P P P P P P P PMusculo-skeletal Conventional P P P . P P P p P p

Musculo-skeletal Superficial P P P P P P P P P

Othe 1  P P P P P P P P P P

Exam Type, Means of Access

Transesophageal P P P p p P P P P P

Transrectal P P P P P P P P P

Transvaginal P P p 1P P P P P P

Transuretheral

lntraoperative (specify) 51  P P P P p P P P P

lntraoperative Neurological

Intravascular

Laparoscopic

N = new indication: P = previously cleared by FDA: E =added under Appendix E

Notes:
[1] Abdominal includes GYN/Pelvic and Renal.
[2J Small organ includes breast, testes, thyroid.
[31 Cardiac is Adult and Pediatric.
[41 Other use includes Urology.
[5J lntraoperative includes abdominal, thoracic (cardiac), and vascular (PV).
ri Combined modes are BIM, B/Color M, B/PWD, B(CWD, BIColorIPWD, BlPower/PWD.
Is] Coded Pulse is for digitally encoded harmonics.

(PLEASE 00 NOT aITE SELOWTHIS LINE. C ONTINUE L AMOTHER PAGE IF NEEDED)

Concurmn RH ce of Itr D n oevIces (01 VD)

Prescription Use (Per 21 CER 801.109)1 FW ofRadlologhise DOUS

4-4



GE H~ealthcare
5 1 0(k) Premarket Notification Submission
Vivid S5/S6 Ultrasound System April 5, 2012

Diagnostic Ultrasound Indications for Use Form

GE Vivid S51S6 with 38-RS Transducer

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation

Clinical Application M PW CW Color Color M Power Combined Harmonic Coded Ote
Anatomy/Region of Interest Doppler Doppler Doppler Doppler Doppler Modes' Imaging Pulse*Ohe

OphthalmicI

Fetal/Obstetrics P P P p p P P P P P

Abdominal' 1  P P P P P P P p P P

Pediatric P P P P p P P P P P

Small Organ (specify)

Neonatal CephalicI

Adult Cephalic P P P P p p P P P P

Cardiad 21  P P P P P P P P P P.

Peripheral Vascular

Musculo-skeletal Conventional

Musculo-skeletal Superficial

Other[ 31  P p P P P P P P P P

Exam Type. Means of Access

Transesophageal

Transrectal

Transvaginal

Transuretheral

lntraoperative (specify)

lntraoperative Neurological

Intravascular

Laparoscopic

N = new indication; P = previously Cleared by FDA; E =added under Appendix E

Notes:
[11 Abdominal includes GYN/Pelvic and Renal.
[2] Cardiac is Adult and Pediatric.
[31 Other use includes Urology.
['J Combined modes are BJM, B/Color M, B/PWAD, BIC WD, B/Color/P WD, B/PowerIPWD.

[#] Coded Pulse is for digitally encoded harmonics.

(PLEASE DO N ITESELOWTIS NE -CONTINUE 0 G NEEDED)

Concu nc f H, a of In ro os c Ies (OIVD)

(Division Sign-0
Prescription Use (Per 21 CFRB801.169) pVisioni of Radiological Devices

5101-kV KI ?p
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GE Healthcare

5 10(k) Premarket Notification Submission0Vivid SS/S6 Ultrasound System April 5,2012

Diagnostic Ultrasoun d Indications far Use Form

GE Vivid S51S6 with 3Sc-RS Transducer

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation
ClnclAplcto PW CW Color ColorM Power Combined Harmonic Coded Ote

Anatomy/Region of Interest B M ope ope opler DplrDplrMds Imaging Pulse*Ohe

Ophthalmic

Fetal/Obstetrics E E E E E E E E E E

Abdominal011  E *E E E E E E E E E

Pediatric E E E E E E E E E E

Small Organ (specify)

Neonatal Cephalic

Adult Cephalic E E E E E E E E E E

Cardiad 21  E E E E E E E E JE E

Peripheral Vascular

Musculo-skeletal Conventional

Muscuto-skeletal Superficial

Otherl'1  E E E E E E E E E E

Exam Type, Means of Access

Transesophageal

Transrectal

Tran svag in a

Transuretheral

lntraoperative (specify)

lntraoperative Neurological

Intravascular

Laparoscopic

N = new indication; P =previously cleared by FDA; E =added under Appendix E

Notes:
[11 Abdominal includes GYN[Pelvc and Renal.
121 Cardiac is Adult and Pediatric.
[3] Other use includes Urology:
rfl Combined modes are RIM, B/Color M, B/PWD. B/CVVD, B/ColorlPWD, B/Power/P WD.
[4] Coded Pulse is for digitally encoded harmonics.

(PLEAA N T WRITE BEL THIS UNY - CO "E 0 EVAGE IF NEEDED)

ncu C , Oftl fin " g~ os evices (OVD)

(Division Sign-Off)
Prescription Use (Per 21 CFR 601 lQvlson Of Radiological Devices

510k VK-llG
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GE Healthcare
5 10(k) Premarket Notification Submission
Vivid S5/S6 Ultrasound System April 15, 2012

Diagnostic Ultrasound Indications for Use Form

GE Vivid 51S6 with 5S-S Transducer

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation

Clinical Application B MI W O Color Color M Power Combined Harmonic Coded Ote
Anatomny/Region of Interest I Dopplerl Doppler Doppler Doppler Doppler Modes* Imaging Pulse+Ohe

Ophthalmic

Fetal/Obstetrics P P, P P P 1 PP P

Abdomnal 11 P P P P P P P P P

Pediatric P p P P P P P P p P

Small Organ (specify)

Neonatal Cephalic

Adult Cephalic P P P P P P P P P P

Cardiad 2 l P P P p p P P P P P

Peripheral Vascular

Musculo-skeletal Conventional

Musculo-skeletal Superficial

Other

Exam Type, Means of Access

Transesophageal

Transrectal+

Transvaginal

Transuretheral

lntraoperative (specify)

lntraoperative Neurological

Intravascular

Laparoscopic

N = new indication; P = previously cleared by FDA; E =added under Appendix E

Notes:
[11 Abdominal includes GYNIPetvc and Renal.
[2! Cardiac is Adult and Pediatric.
1*1 Combined modes are RIM, B/Color M, B/PVVO, BIC WD BIColor/PWD, B/Power/PWD.
[+1 Coded Pulse is for digitally encoded harmonics.

(P fSE DO NOr ITE BELOW 4THISULNE -CO UE OT RtPAGEIFNEEOEO)

Concu c f CR Ofce 1 I o a c Devices (OIVD)

Prescription Use (Per 21 CFR 801.109) (Division Sign-of

Sl~wrr~Xof Radiological Devce.
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GE llealthcare
5 10(k) Premarket.Notification Submission
Vivid S5/S6 Ultrasound System April 5, 2012

Diagnostic Ultrasound Indications for Use Form

GE Vivid S5186 with 6S-RS Transducer

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation

Clinical Application PW C Color Color M Power Combined Harmonic Coded Ote

Anatomy/Region of Interest I M IDoppWler Doppler Doppler Doppler Doppler Modes* Imaging Pulse*Ohe

Ophthalmic

Fetal/Obstetrics P, P, P P P P P P P P

Abdominal 11  P P P P P p 'P P P P

Pediatric P, p P, P P P P P P P

Small Organ (specify) ____ ___

Neonatal Cephalic P P P P P P P P P P

Adult Cephalic

*CardiacP21 PP P, P P P P P P, P

Peripheral Vascular ___ ___

Musculo-skeletal Conventional

Musculo-skeletal Superficial

Other

Exam Type, Means of Access

Transesophageal

Transrectal

Transvaginal

Transuretheral

Ilntraoperative (specify) I L L ___

lntraoperative Neurological

Intravascular

Laparoscopic+

N = new indication: P = previously cleared by FDA; E = added under Appendix E

Notes:
* [I I Abdominal includes GYN/Pelvic and Renal.

121 Cardiac is Adult and Pediatric.
[*J Combined modes are RIM, B/Color M, R/PWD, BIC WD BIColor/PWD. BlPower/PWD.

* 141 Coded Pulse is for digitally encoded harmonics.

(PLEASE DO NOT WRITE BELOWTHIS UNE - COTNEON OTHER PAGE IF NEEDED)

Concu a of CDRH, ce In lift 0 evices (OIVD)

Prescription Use (Per 21 CR 801.10) (Division 9gn-of
gv oof Radioloical Devce
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GE Healthcare
5 10(k) Premarket Notification Submission
Vivid S51S6 Ultrasound System April 5, 2012

Diagnostic Ultrasound Indications for Use Form

GE Vivid S51S6 with 7S-RS Transducer

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation

Clinical Application PW CW Color IColorM Power Combined Harmonic Coded Ote
Anatomy/Region of interest B MDoppler Doppler Doppler Doppler Doppler Modes* Imaging Pulse*Ohe

Ophthalmic

Fetal/Obstetrics

Abdominall 1  P P P P P P p P P P

Pediatric P P P P P P P p P P

Small Omgan (specify)

Neonatal Cephalic P P P P P P p P P P

Adult Cephalic

Cardia&[ 1  P P P P P, P P P P P

Peripheral Vascular P P P P P P P P P P

Musajlo-skeletal conventional

Musculo-skeletal Superficial

Other3 P P P p P, P P P P P

Exam Type, Means of Access

Transesophageal

Transrectal

Transvaginal

Transuretheral

lntraoperative (specify) ____

lntraoperative Neurological ____

Intravascular

La pa ro scop ic

N = new indication; P =previously cleared by FDA; E =added under Appendix E

Notes:
(I I Abdominal includes GYNIPelvic and Renal.
[2] Cardiac is Adult and Pediatric.
[3] Other use includes Urology.
ri Combined modes are BlM, B/Color M, B/PWD, B/CWD, BIColorIPWD, B/PowerlPWD.
j*1 Coded Pulse is for digitally encoded harmonics.

(P EDO NOT WRITE BELOW THiS UNE - CONTINUE ONq MOTHER PAGE IF NEEDED)

C ce o Dm4, ce Vi Dia tic Devices (OIVO)

Prescription Use (Per 21 CFR 8 9of Ralo fIcMaDeie
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GE Healthcare
5 10(k) Premarket Notification Submission
Vivid S5/S6 Ultrasound System April 5, 2012

Diagnostic Ultrasound Indications for Use Form

GE Vivid S51S6 with IOS-RS Transducer

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:
Mode of Operation

Clnia AplctinPW CW Color ColorMl Power Combined Harmonic Coded

Anatomy/Region of Interest B MDoppler Doppler Doppler Doppler Doppler Modes* Imaging Pulse*Ole

Ophthalmic

Fetal/Obstetrics

Abdominal 1  P. P P P P P P P P p

Pediatric 1 PP P P P P P P P

Small Organ (specify)

Neonatal Cephalic P P P P P P P P P P

AdultiCephalic P P P P P P P P P P

CardiaC[ 1  P P P P P P P P P P

Peripheral Vascular P P P p p P P P P P

Musculo-skeletal Conventional

Musculo-skeletal Superficial

Other

Exam Type, Means of Access

Transesophageal

Tra nsrectal

Transvaginal

Transuretheral

l ntraoperative (specify)

lntraoperative Neurological

Intravascular

Laparoscopic

N = new indication; P = previously cleared by FDA; E =added under Appendix E

Notes:
[1] Abdominal includes GYN/Pelvic and Renal.
[21 Cardiac is Adult and Pediatric.

(Combined modes are BIM, BIColor M, BIPWD, BICWD. BIColorIPWD, 8/PowerIPWD.
a i fr igtalyencoded harmonics.

Division off INdu*iojFklroQtes
Division cqltLDoialglcal Devices (PLEASE DO NOT WRIT E BELOWTHIS UINE - CONTINUE ON ANETER PAGE IF NEEDED)

51k \Ifl 3c hzz L....... Concurrence of CDRH, Office of In Vitro Diagnostic Devices (CIVO)

Prescription Use (Per 21 CFR 801.109)
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GE Healthcare
5 1 0(k) Premarket Notification Submission
Vivid S5/S6 Ultrasound System April 5, 2012

Diagnostic Ultrasound Indications for Use Form

GE Vivid 851S6 with 12S-RS Transducer

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation

Clinical Application B M PW CW Color Color M Power Combined Harmonic Coded Other
Anatomy/Region of Interest B MDoppler Doppler Doppler Doppler Doppler Modes* Imaging Pulse

Ophthalmic

FetallObstetrics

AbdominalM1  N N N N N N N N N

Pediatric N N N N N N N N N

Small Organ (specify)

Neonatal Cephalic N N N N N N N N N

Adult Cephalic

Cardiad 21  N N N N N N N N N

Peripheral Vascular N N N N N N N N N

Musculo-skeletal conventional

Musculo-skeletal Superficial

Other

Exam Type, Means of Access

Transesophageal

Transrectal

Transvaginal

Transuretheral

Ilntraoperative (specify)

lntraoperative Neurological

Intravascular

Laao ci

N = new indicaton; P = previously cleared by FDA; E =added under Appendix E

Notes:
[1JI Abdominal includes GYN[Pelvic and Renal.
[2] Cardiac is Adult and Pediatric.

rlCombined m des e B/M, B/Color M, R/P WD. B/CWVJf, B/Color/PWD/f. B/Power/PVVD.

r Division fRaiogical Deie
Diviionof adilagcalDevces(PLEASE 00 NOT WRITE BELOW THIS UNE - CONTINUE ON ANOTHER PAGE IF NEEDED)

510 Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVD)

Prescription Use (Per 21 CER 801.109)
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GE llealthcare
510(k) Premarket Notification Submission
Vivid S5/S6 Ultrasound System April 5, 2012

Diagnostic Ultrasound Indications for Use Form

GE Vivid 51/S6 with M4S-R Transducer

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation

Clinical Application B M PW CW Color ColorM Power Combined Harmonic Coded Ote
Anatomy/Re gion of Interest Doppler Doppler Doppler Doppler Doppler Modes* Imaging Pulse*Ohe

Ophthalmic ____ ___________

Fetal/Obstetrics P P P P P P P p P P

Abdominal 11  P P P P P P P P P P

Pediatric P P P P P P P P P p

Small Organ (specify)

Neonatal Cephalic ____ ___ __

Adult Cephalic P P P P P P P P P P

Cardiad[21  P P P P P P P P P P

Peripheral Vascular

Musculo-skeletal Conventional

Musculo-skeletal Superficial

Other

Exam Type, Means of Access _ _ ___

Transesophageal

Trans recta I

Transvaginal

Transuretheral

lntraoperative (specify) ___

lntraoperative Neurological ____

Intravascular

Laparoscopic

N = new indication; P = previously cleared by FDA; E =added under Appendix E

Notes:
[IJ Abdominal includes GYN/Pelvic and Renal.
[2] Cardiac is Adult and Pediatric.
[Combined modes are B/M, B/Color M, B/PWD,.B/CWfl, B/ColorIPWD, B/Power/PWD.

CPu /s r digitally encoded harmonics.

Division Sig-Off) r
Division of Radiological Devices

Prescription Use (Per 21 CFR 8OI.109)
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GE Hlealthcare.0 .5 10(k) Premarket Notification Submission
Vivid S51S6 Ultrasound System April 5, 2012

Diagnostic Ultrasound Indications for Use Form

GE Vivid 851S6 with 4C-RS Transducer

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:
Mode of Operation ___

Clinical Application PW CW Color ColorM, Power Combined Harmonic Coded Other
Anatomy/Re gion of Interest B M Doppler Doppler Doppler Doppler Doppler Modes t  Imaging Pulse*

Ophthalmic

Fetal/Obstetrics P P P P P P P P P

AbdominalM1  p P P P P P P P P

Pediatric P P P P P P P P P

Small Organ (specify)

Neonatal Cephalic

Adult Cephalic

Cardiac

Peripheral Vascular P P P P P P P P P

Musculo-skeletal Conventional

Musculo-skeletal Superficial

Other 21  P P P P P P P P P

Exam Type, Means of Access

Tra nseso p ha gca

Transrectal

Transvaginal

Transurether al

lntraoperative (specify)

lntraoperative Neurological

Intravascular

La pa roscop ic

N = new indication: P = previously cleared by FDA; E =added under Appendix E

Notes:
[11 Abdominal includes GYNIPelvc and Renal.
[2] Other use includes Urology.
*1 Corn bned modes are RIM. BIColor M, BIPWD. B/CWD, BIColorIPWD, R/PowerIPWfl.

,'111 Ise is for digitally encoded harmonics.

PvsoofRadological evices
~Inof __ PLEASE DO NOT WRITE BELOWTHIS UNE - CONTINUE ON ANOTHER PAGE IF NEEDED)

510kL ___________

Prescription Use (Per 21 CER 801.109)
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QE Healthcare05 510(k) Premarket Notification Submission
Vivid S51S6 Ultrasound System April 5, 2012

Diagnostic Ultrasound Indications for Use Form

GE Vivid 851S6 with 8C-RS Transducer

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation

Clinical Application B M PW CW Color Color M Power Combined Harmonic Coded Ote
Anatomy/Region of Interest Doppler Doppler Doppler Doppler Doppler Modes* Imaging Pulse*Ohe

Ophthalmic

FetallObstetrics

Abdominal 11  P P P P P P P P P

Pediatric P P P P P P P P P

Small Organ (specify) 21  P P P P P P P P P

Neonatal Cephalic P P P P p p P P P

Adult Cephalic

Cardiac['] P P P P P P p P P

Peripheral Vascular P P P P P P ~ P P P

Musculo-skeletal Conventional

Musculo-skeletal Superficial

Other

Exam Type, Means of Access

Transesophageal

Trans rectal

Transvaginal

Transuretheral

lntraoperative (specify)

lntraoperative Neurological ___

Intravascular

Laparoscopic

N = new indication; P = previously cleared by FDA: E =added under Appendix E

Notes:
Ill Abdominal includes GYN/Pelvic and Renal.
[2] Small organ includes breast, testes, thyroid.
[31 Cardiac is Adult and Pediatric.
V,1 Combined modes are W/M. B/Color M, B/PWD, B/IC 'D. BI/Color/PWD, B/Power/P WD.
[ , us s o iial encoded harmonics.

V D~vslo o.' Ra(ijological Devices (PLEASE DO NOT WRITE BELOWTHIS UNE - CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVD)

Prescription Use (Per 21 CFR 801.109)
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GE Healthcare
5 10(k) Prernarket Notification Submission
Vivid S5/S6 Ultrasound System April 5.2012

Diagnostic Ultrasound Indications for Use Form

GE Vivid S51S6 with E8C-RS Transducer

Intended Use: Diagnostic ultrasound imaging or fluid flaw analysis of the human body as follows:

Mode of Operation

Clinical Application B W CW Color Color M Power Combined Harmonic Coded Ote

Anatomy/Regi on of Interest Doper Doppler Doppler Doppler Doppler Modes* Imaging Pulse*

Ophthalmic

Fetal/Obostetrics P p P P P P P p P

Abdomnal 1  P P P P P p P P P

Pediatric

Small Omgan (specify) ______

Neonatal Cephalic

Adult Cephalic

Cardiac

Peripheral Vascular

Muscilo-skeletal Conventional

Musculo-skeletal Superficial

Otherl'1  PP P P p P p P P

Exam Type, Means of Access

TransesophagealI

Transrectai P P P P P P P P

Transvaginal P P P P P P P P p

Transuretheral

lntraoperative (specify)

lntraoperative Neurological

Intravascular

Laparoscopic

N =new indication; P = previously cleared by FDA; E =added under Appendix E

Notes:
(lJ Abdominal includes GYN/Pelvic and Renal.
[21 Other use includes Urology.
[*I Combined modes are B/M, B/Color M, BIPWD, BICWD. B/ColorIPWD, BlPower/PWD.

I Co P I: fr dgitllyencoded harmonics.

_4 4~~(DviOon-C
Division or Radiological Devices (PLEASE DO NOTWMITE BELOWTHIS UNE - CONINUE ON MNOTHER PAGE IF NEEDED)

_____10k____________ Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVD)

Prescription Use (Per 21 CFR 801.109)
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GE Healthcare
,5 10(k) Premarket Notification Submission
Vivid S5/S6 Ultrasound System April 5, 2012

Diagnostic Ultrasound Indications for Use Form

GE Vivid S5186 with 8L-RS Transducer

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:
Mod e of Operation

Clinical Application B M PW CW Color Color M Power Combined Harmonic Coded Ote
AnatomylRe gion of Interest Doppler Doppler Doppler Doppler Doppler Modes* Imaging 1Pulse Ohe

Ophthalmic

Fetallabstetiics

AbdominalM P P P P P p P P P

* Pediatric P P P p P P P P P

Small Organ (specify)l 2 l P P P P P P P P P

Neonatal Cephalic

Adult Cephalic

Cardiac

Peripheral Vas cular P P P P P P P P P

Musculo-skeletal Conventional P P P P P P P P P

* Musculo-skeletal Superficial P P P P P P P P P

Other

Exam Type, Means of Access

Transesophageal

Tranarectal

Transvaginal

Transuretheral

I ntraoperative (specify)

Intraoperative Neurological

Intravascular

L aparoscopic

N = new indication: P = previously cleared by FDA; E =added under Appendix E

Notes:
[I I Abdominal includes GYN/Petvic and Renal.
[21 Small organ includes breast, testes, thyroid.
f*1 Combined modes are B/M, B/Color M, B/P Wf, BICWD, B/Color/PWD, B/Power/PWVDf

C d 1,,isfordiitalyencoded 
harmonics.

4 )t so f Radi l0gica, Device (PLEASE DO NOT WRITE BELOW THIS UNE - CONTINUE ON ANOTHER PAGE IF NEEDED)

SID Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVO)

Prescription Use (Per 21 CFR 801. 109)
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GE Healthcare0 .5 510(k) Premarket Notification Submission
Vivid S5/S6 Ultrasound System April 5,2012

Diagnostic Ultrasound Indications for Use Form

GE Vivid S51S6 with SIL-RS Transducer

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation

Clinical Application PW CW Color Color M Power Combined Harmonic Coded

Anatomy/Region of Interest B M Doppler Doppler Doppler Doppler Doppler Modes' Imaging Pulse* Other

Ophthalmic

FetaV/Obstetrics

Abdominal 11  P P P P P P P P P

Pediatric P P IP P P P P P P

Small Organ (specify)J21  p p p P P P P P P

Neonatal Cephalic

Adult CephalicI

CardiacI

Peripheral Vascular P P P P P P P P P

Musculo-skeletal Conventional P P P P P P P P P

Musculo-skeletal Superficial P P P P P P P P P

Other

Exam Type, Means of Access

Transesophageal

Trans rectal

Transvaginal

Transuretheral

lntraoperative (specify)

lntraoperative Neurological

Intravascular

Laparoscopic F
N = new indication; P = previously cleared by FDA; E =added under Appendix E

Notes:
[IJ Abdominal includes GYN/Pelvric and Renal.
[21 Small organ includes breast, testes, thyroid.
ri Combined modes are RIM, B/Color M. B/PWiD, B/OWE, B/Color/PWD, B/Power/PWC.

A(Dal 
encoded harmonics.

9iision of Radiologia eie (PLEASE 0 NOT WMITE BELOW THIS UNE - CONTINUE ON ANOTHER PAGE IF NEEDED)

510k NVC~lOb~tConcurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVD)

Prescription Use (Per 21 CFR 801.109)
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GE Healthcare
5 10(k) Premarket Notification Submission
Vivid S51S6 Ultrasound System April 5, 2012

Diagnostic Ultrasound Indications far Use Form

GE Vivid S 5186 with 12L-RS Transducer

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:
Mode of Operation

Clinical Application PW CW Color Color M Power Combined Harmonic Coded
Anatomy/Re gion of Interest B M Doppler Doppler Doppler Doppler Doppler Modes* Imaging Pulse Other

Ophthalmic

Fetal/Obstetrics

Abdominal P. jP* P* P* N P* P* P*

Pediatric P P P P P P P P P

Small Organ (specify)['] P P P P P P P P P

Neonatal Cephalic

Adult Cephalic

Cardiac

Peripheral Vascular P P P P P P P P P

Musculo-skeletal Conventional P P P P P P P P P

Musculo-skeletal Superficial P P P P P P P P P

Other

Exam Type, Means of Access

Tra nseso p ha ge a

Transrectal

Transvaginal

Transuretheral

lntraoperative (speciy) 21  P P P P P P P P P

lntraoperative Neurological

Intravascular

taparoscopic

N = new indication: P = previously cleared by FDA: E =added under Appendix E (*Previously Cleared K1 13690)

Notes:
[1) Small organ includes breast, testes, thyroid.
[2] Intraoperative includes abdominal, thoracic (cardiac), and vascular (PV).
ri Combined odes are RIM, B/Color M, B/PWO, B/CWD, B/Color/P WO, B/Power/P WD.

su dd Ie or digitally encoded harmonics.

knivson i-f
,viifofRadiological Devices

Viii f D& (PLEASE DO NOT WRITE BELOW THIS LINE -CONTINUE ON ANOTHER PAGE IF NEEDED)

510k IConcurrence of CDRH, Office of In Vitro Diagnostic Devices (CIVO)

Prescription Use (Per 21 CFR 801.109)
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GE Healthcare
5 10(k) Premarket Notification Submission
Vivid S5/S6 Ultrasound System April 5, 2012

Diagnostic Ultrasound Indications for Use Form

GE Vivid S51S6 with 11 2L-RS Transducer

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:
Mode of Operation

Clinical Application B M PW CW Color Color M Power Combined Harmonic Coded Ote
Anatomy/Region of Interest Doppler Doppler Doppler Doppler Doppler Modes* Imaging Pulse*

Ophthalmic

Fetal/Obstetrics

AbadominalM1  P p p P P p p p p

Pediatric P P, P p p p p p P p

Small Organ (specify)121  P P p P p p p p p

Neonatal Cephalic

Adult Cephalic

Cardiacij P p p P P p p p p

Peripheral Vascular p p P P P p p p p

Musculo-skeletal Conventional P P P p p p P P P

Musculo-skeletal Superficial P p P p p3 P p p p

Other

Exam Type, Means of Access

Tra nseso p ha geal

Transrectal

Transvaginal

Transuretheral

Ilntraoperative (specify) 41  P p p p p r P p p

lntraoperative Neurological

Intravascular

La pa rosco p i

N = new indication; P =previously cleared by FDA; E =added under Appendix E

Notes:
(11 Abdominal includes GYNPelvic and Renal.
12! Small organ includes breast, testes, thyroid.
I31 Cardiac is Adult and Pediatric.

4I raoperative includes abdominal, thoracic (Cardiac), and vascular (PV).
b ed modes are B/NI, B/Color M, B/PWD. B(CWD, B/Color/PWD, BlPower/PWD.

dPulse is for digitally encoded harmonics.

(Division RaigicaOlf Devie (PLEASE Do NOTWRITE SELOWTHIS uNE - CONTINUE ON MOTHER PAGE IF NEEDED)

VI'21flPJVD-,Concurrence of CORN, Office of In Vitro Diagnostic Devices (0 V)

Prescription Use (Per 21 CFR 801.109)
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GE Healthcare
5 10(k) Premarket Notification Submission
Vivid S5/S6 Ultrasound System April 5, 2Q12

Diagnostic Ultrasound Indications for Use Form

GE Vivid S51S6 with 6TcI6Tc-RS Transducer**

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation

Clinical Application B p CW Color Color M Power Combined Harmonic Coded Ohe

Anatomy/Region of Interest B MIDopplerl Doppler Doppler Doppler Doppler Modes* Imaging Pulse* te

Ophthalmic

Fetal/Obstetrics

Abdominal

Pediatric

Small Organ (specify)

Neonatal Cephalic

Adult Cephalic

Cardiac['] P P P. P P P p p P P

Peripheral Vascular

Musculo-skeletal Conventional

Musculo-skeletal Superficial

Other

Exam Type, Means of Access

Transesophageal P P P P P P P P P P

Transrectal

Transvaginal

Transuretheral

I ntraoperative (specify)

lntraoperative Neurological

Intravascular

Laparoscopic

N = new indication: P = previously cleared by FDA: E =added under Appendix E

Notes:
[1 Cardiac is Adult and Pediatric.
[*j Combined modes are BIM, B/Color M, B/PWD, B/Own. 8/Color/PWD, B/Power/P WD.
[#I Coded Pulse is for digitally encoded harmonics.

M c dlersfrom 6Tc-RS only in the connector type

I ,ivision fRaigicaODeice

(PLEASE DO NOT MRITE 8ELOWTH-IS UNE - CONTINUE ON ANOTHER PAGE IF NEEDED)

510 Concurrence of CORH, Office of In Vitro Diagnostic Devices (OIVD)

Prescription Use (Per 21 CFR 801.109)
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GE Healthcare
5 10(k) Premarket Notification Submission
Vivid 5156 Ultrasound System April 5, 2012

Diagnostic Ultrasound Indications for Use Form

GE Vivid S51S6 with 6T1 6T-RS Transducer**

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation dHroi oe L
Clinical Application B M PW OW Color Color M Power Combined HaronceCde
Anatomny/Region of Interest Doppler Doppler Doppler Doppler Doppler Modes' Imaging Pulse*

Ophthalmic

Fetal/Obstetrics

Abdominal

Pediatric

Small Organ (specify)

Neonatal Cephalic

Adult Cephalic

Cardiac['] P P p p P P P P P P

Peripheral Vascular

Musculo-skeletal Conventional

Musculo-skeletal Superficial

Other

Exam Type, Means of Access

Transesophageal P P P P P P P P P P

Trans rectal

Transvaginal

Transuretheral

lntraoperative (specify)

lntraoperative Neurological

Intravascular

Laparoscopic

N = new indication: P = previously cleared by FDA: E added under Appendix E

Notes:
[1 ]Cardiac is Adult and Pediatric.
[*I Combiqed modes are BIM, B/Color M, BIPWD, BIGVVD. B/Color/PWD, BIPowerIPWO.

10C ed Pul- is for digitally encoded harmonics.
33 rn Tc-RSonly in the connector type

zhonigsjn' i n-t)
a;i ton0 fadjoligiCal Devices

V (PEAS 00NOT RIT SEOWTHS LNE-ONTIUE N AOTHER PAGE IF NEEDED)

510k CnurneoCRHOfieoInVtoDaostic Devices (QIVO)

Prescription Use (Per 21 CFR 801.109)
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GE Healthcare
5 10(k) Premarket Notification Submission
Vivid S5/S6 Ultrasound System April 5, 2012

Diagnostic Ultrasound Indications for Use Form

GE Vivid 85186 with 9T/ 9T-RS Transducer*

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation

Clinical Application B M PW CW Color Color M Power Combined Harmonic Coded Ote
Anatomy/Region of Interest B MDoppler Doppler Doppler Doppler Doppler Modes* Imaging Pul Otr

Ophthalmic

Fetal/Obstetrics

Abdominal

Pediatric

Small Organ (specify)

Neonatal Cephalic

Adult Cephalic

Cardiac['] P P P P P P P P P P

Peripheral Vascular

Musculo-skeletal Conventional

Musculo-skeletal Superficial

Other

Exam Type, Means of Access

Transesophageal P P P P P P P P P P

Transrectal

Transvaginal

Transuretheral

Intraolperative (specify)

lntraoperative Neurological

Intravascular

Laparocoi

N a new indication; P = previously deared by FDA; E =added under Appendix E

Notes:
[11 Cardiac is Adult and Pediatric.t Combined modes are BIM, B/Color M, BIPWD, B/CWD, BIColorIPWD, B/PowerIPWD.
jJl Coded Pull is for digitally encoded harmonics.

&~~ldir r 9~ ~T-RS only in the connector type

(Divsion Signff
Dvihion Of Radiological Devicesl

Y I '-N I I40T~n(PLEASE DO NOT WRITE 8ELOWTHIS UINE - CONTINUE ON ANOTHER PAGE IF NEEDED)

~~ Concurrence of CORH. Office of In Vitro Diagnostic Devices (OIVD)

Prescription Use (Per 21 CFR 801.109)
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GE Healthcare
5 10(k) Premarket Notification Submission
Vivid S5/S6 Ultrasound System April 5, 2Q12

Diagnostic Ultrasound Indications for Use Form

GE Vivid S5186 with P2D Transducer

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:
Mode of Operation

CiiaAplction B 1 M PW CW Color ColorM Power Combined Harmonic Coded Ote
Anatomny/Region of lnterest Doppler Doppler Doppler Doppler Doppler Mes Imaging Pulse Ote

Ophthalmic

Fetal/Obstetrics

Abdominal

Pediatric

Small Organ (specify)

Neonatal Cephalic

Adult Cephalic

Cardiac['] P

Peripheral Vascular P

Musculo-skeletal Conventional

Musculo-skeletal Superficial

Other

Exam Type, Means of Access

Tran seso ph age a

Transrectal

*Transvaginal

*Transuretheral

intraoperative (specify)

lntraoperative Neurological

Intravascular

Laparoscopic

N = new indication; P = previously cleared by FDA; E =added under Appendix E

Notes:
[1 ]Cardiac is Ady~ n edarc

Kk (DiISIOfl Sgn-Oft)
Division of Radiological Devices

IV (PLEASE DO NOT MRITE BELOWTHIS UNE - CONTINUE ON ANOTHER PAGE IF NEEDED)

5,10k rA--- -Gncurrnce of CDRH, Office of In Vitro Diagnostic Devices (OIVD)

Prescription Use (Per 21 CFR 801.109)
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GE Healthcare
5 1 0(k) Premarket Notification Submission
Vivid S5/56 Ultrasound System April 5, 2012

Diagnostic Ultrasound Indications for Use Form

GE Vivid S5136 with P6D Transducer

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation

Clinical Application B M PW CW Color Color M Power Combined Harmonic Coded Othe~r
Anatomy/Region of Interest Doppler Doppler Doppler Doppler Doppler Modes Imaging Pulse

Ophthalmic

Fetal/Obstetrics

Abdominal

Pediatric

Small Organ (specify)

Neonatal Cephalic

Adult Cephalic

Cardiacf1  P

Peripheral Vascular P

Musailo-skeletal Conventional

Musculo-skeletal Superficial

Other

Exam Type, Means of Access

Transesophageal

Transrectal

Transvaginal

Transuretheral

lntraoperative (specify)

lntraoperative aNeurological

Intravascular

La pa roscop ic

N = new indication; P =previously dleared by FDA; E =added under Appendix E

Notes:

[11 ) ard' is Iht anqYPedarc.

/' 4 (Div rnSign
jivision of Radiological Devices

510k (PLEASE DO NOT WRITE BELOWTHIS LINE -CONTINUE ON ANOTHER PAGE IF NEEDED)
51u,.'.flkflC of CDRH, Office of In Vitro Diagnostic Devices (OIVD)

Prescription Use (Per 21 CFR 801.109)
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